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DETAILED ACTION 

1. Applicant's election without traverse of Group II filed 
12/13/07, is acknowledged. 

Claims 1 and 8 are withdrawn from further consideration by 
the examiner, 37 CFR 1.142(b), as being drawn to non-elected 
inventions . 

Claims 2-7 and 11-21 are under examination. 

2. The following is a quotation of the second paragraph of 35 
U.S.C. 112: 

The specification shall conclude with one or more claims particularly 
pointing out and distinctly claiming the subject matter which the applicant 
regards as his invention. 

3. Claims 3, 4, 12-14, 16, 17, and 21 are rejected under 35 
U.S.C. 112, second paragraph, as being indefinite for failing to 
particularly point out and distinctly claim the subject matter 
which Applicant regards as the invention, specifically, the 
method of the instant claims comprises a method of "predicting 
the onset of diabetes", thus, the method must result in said 
prediction. A review of independent Claim 3, however, reveals 
that the claim results in the indication of a "predisposition to 
diabetes". As the resolution of the claimed method does not 
match the preamble of the claim the metes and bounds of the 
claim cannot be determined. 

4. The following is a quotation of the appropriate paragraphs 
of 35 U.S.C. 102 that form the basis for the rejections under 
this section made in this Office action: 

A person shall be entitled to a patent unless -- 

b) the invention was patented or described in a printed publication in this 
or a foreign country or in public use or on sale in this country, more than 
one year prior to the date of application for patent in the United States. 

5. Claims 2-7 and 11-21 are rejected under 35 U.S.C. 102(b) as 
being clearly anticipated by McKillop et al . (August 2001, IDS). 

McKillop et al. teaches the measuring of the concentration 
of glycated insulin in a biological sample in which the glucose 
levels are within the normal range (which is recited in Claim 5 
as being less than 11.1 mmol/1) (see particularly Materials and 
Methods, Biochemical analyses and Figure 1) . Note that the 
reference further teaches the determining of whether or not the 
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glycated insulin concentration in the sample with a normal 
glucose level (labeled "Lean") is at least 20 pmol/1 (see Figure 
1, top right figure wherein the glycated insulin level is 
determined in ng/ml which can be converted to pmol/ml) . Also 
note that the method is performed using the RIA recited in 
Claims 20 and 21. Finally note that the additional "wherein 
clauses" of the claims comprise no actual method steps but 
rather indicate merely what the results of the method steps can 
be used to determine; accordingly, they need not be taught by 
the anticipatory reference 

The reference clearly anticipates the claimed invention. 

6. The following is a quotation of the first paragraph of 35 
U.S.C. 112: 

The specification shall contain a written description of the invention, and 
of the manner and process of making and using it, in such full, clear, 
concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and 
use the same and shall set forth the best mode contemplated by the inventor 
of carrying out his invention. 

7. Claims 2-7 and 11-21 are rejected under 35 U.S.C. 112, 
first paragraph, as containing subject matter which was not 
described in the specification in such a way as to enable one 
skilled in the art to which it pertains, or with which it is 
most nearly connected, to make and/or use the invention. 
Specifically, it is unlikely that the claimed method could be 
used to effectively diagnose early diabetes or a predisposition 
to diabetes. 

The specification disclosure is insufficient to enable one 
skilled in the art to practice the invention as claimed without 
an undue amount of experimentation. Undue experimentation must 
be considered in light of factors including: the breadth of the 
claims, the nature of the invention, the state of the prior art, 
the level of one of ordinary skill in the art, the level of 
predictability of the art, the amount of direction provided by 
the inventor, the existence of working examples, and the 
quantity of experimentation needed to make or use the invention, 
see In re Wands, 858 F.2d at 737, 8 USPQ2d at 1404 (Fed. Cir. 
1988) . 

In re Fisher, 427 F.2d 833, 839, 166 USPQ 18, 24 (CCPA 
1970) states, "The amount of guidance or direction needed to 
enable the invention is inversely related to the amount of 
knowledge in the state of the art as well as the predictability 
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in the art." "The "amount of guidance or direction" refers to 
that information in the application, as originally filed, that 
teaches exactly how to make or use the invention. The more that 
is known in the prior art about the nature of the invention, how 
to make, and how to use the invention, and the more predictable 
the art is, the less information needs to be explicitly stated 
in the specification. In contrast, if little is known in the 
prior art about the nature of the invention and the art is 
unpredictable, the specification would need more detail as to 
how to make and use the invention in order to be enabling" (MPEP 
2164.03). The MPEP further states that physiological activity 
can be considered inherently unpredictable. With these 
teachings in mind, an enabling disclosure, commensurate in scope 
with the breadth of the claimed invention, is required. 

A review of the specification reveals no data to support 
the underlying assumption of the claimed method that high 
concentrations of glycated insulin can be found in pre or early 
diabetics who still maintain normal glucose levels. The 
specification simply speculates that because some of the normal 
control subjects in Example 2 displayed high glycated insulin 
levels that those subjects would go on to develop diabetes. 
Absent any data or evidence to support this speculation said 
speculation alone cannot meet the enablement requirement under 
first paragraph of 35 U.S.C. 112. 

A review of art, including Applicants' own work, e.g., 
McKillop et al. (2001, IDS) reveals that while high levels of 
glycated insulin are found in diabetics, there is no evidence to 
support allegations that said high level of glycated insulin 
would be found in subjects before the onset of disease. Indeed, 
see Figure 4A wherein glucose and glycated insulin levels rise 
at the same time. Also see the Inventors' later work, McKillop 
et al. (2006) wherein it is shown that glycated insulin levels 
in a subject are raised in response to a meal and vary 
drastically over the course of just minutes (see particularly 
Figure 1) . 

For these reasons the method of the instant claims would 
require undue experimentation to be used to effectively diagnose 
early diabetes or a predisposition to diabetes. 



8. No claim is allowed. 
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9. Any inquiry concerning this communication or earlier 
communications from the examiner should be directed to Dr. 
Gerald Ewoldt whose telephone number is (571)272-0843. The 
examiner can normally be reached Monday through Thursday from 
7:30 am to 5:30 pm. A message may be left on the examiner's 
voice mail service. If attempts to reach the examiner by 
telephone are unsuccessful, the examiner's supervisor, Eileen 
O'Hara, Ph.D. can be reached on (571) 272-0878. 

10. Please Note: Information regarding the status of an 
application may be obtained from the Patent Application 
Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR 
or Public PAIR. Status information for unpublished applications 
is available through Private PAIR only. For more information 
about the PAIR system, see http : / /pair-direct . usp to . gov . Should 
you have questions on access to the Private PAIR system, contact 
the Electronic Business Center (EBC) at 866-217-9197. 



/G.R. Ewoldt/ 
G.R. Ewoldt, Ph.D. 
Primary Examiner 
Technology Center 1600 



